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Swedish Match
Protocol: SM 07-01

SAS extract validation printouts

09JUNZ2010
Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID |VISIT VISITNUM | PAGENO | REPEATSN|AECAT | AESEQ |AETERM
1/ SM07-01 |AE 1005 100501 GLOBAL 13142 1| ADVERSE 1| RIGHT LEG
EVENTS BROKEN
2/SM07-01 |AE 1006 1006 | 01 GLOBAL 13142 1| ADVERSE 1|VERTIGO
EVENTS
3/SM07-01 |AE 1007 1007 |01 GLOBAL 13142 1| ADVERSE 1| ANXIETY
EVENTS
4|SM07-01 |AE 1008 1008 |01 GLOBAL 13142 1| ADVERSE 1| PATIENT HAS A
EVENTS COLD
5/SM07-01 |AE 1008 1008 |01 GLOBAL 13142 2 | ADVERSE 2| GINGIVITIS
EVENTS ACUTA
6/ SM07-01 |AE 1008 1008 |01 GLOBAL 13142 3| ADVERSE 3| ERYTHROPLAKIA
EVENTS
7/ SM07-01 |AE 1011 101101 GLOBAL 13142 1| ADVERSE 1| ERYTHROPLAKIA
EVENTS
8/ SM07-01 |AE 1012 101201 GLOBAL 13142 1| ADVERSE 1| NAUSEA
EVENTS
9/ SM07-01 |AE 1015 101501 GLOBAL 13142 1| ADVERSE 1| NAUSEA
EVENTS
10/ SM 07-01 |AE 1018 101801 GLOBAL 13142 1| ADVERSE 1| PATIENT HAS A
EVENTS COLD
Obs| AESTDTC |[AEENDTC | AEENRF | AEENRFN | AESEV AESEVN | AEACN AEACNN | AECONTRT | AECONTRN | AEREL | AERELN
120080306 20080512 DURING 2 | SEVERE 3| None 1|YES 1| Unrelated 1
2120080208 20080314 DURING 2 | MODERATE 2| None 1|/NO 2 | Unrelated
320080214 AFTER 4| MODERATE 2 | Discontinued 3| YES 1| Unrelated 1
4120080214 20080222 DURING 2| MILD 1| None 1/NO 2 | Unrelated 1
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Obs| AESTDTC |AEENDTC | AEENRF | AEENRFN | AESEV AESEVN | AEACN AEACNN | AECONTRT | AECONTRN |AEREL | AERELN
520080220 20080227 DURING 2| MILD 1| Dose 2| YES 1| Unlikely 2
interrupted
6 | 20080319 20080606 DURING 2| MODERATE 2 | None 1|NO 2| Possibly 3
7 120080321 20080410 DURING 2| MILD 1| None 1/NO 2 | Possibly 3
820080214 20080229 DURING 2| MILD 1| None 1/NO 2 | Possibly 3
920080216 20080229 DURING 2| MILD 1| None 1|NO 2| Possibly 3
1020080218 20080331 DURING 2| MODERATE 2 | None 1|NO 2| Possibly 3
Obs | AEOUT | AEOUTN | AESER | AESERN |[HLGT_CD |HLGT_TXT HLT_CD |HLT_TXT LLT CD |LLT_TXT |PREF_CD |PREF_TXT
1 | Resolved 1|NO 1|10005942 Bone and joint 10024957 | Lower limb 10006391 |Brokenleg |10061599 |Lower limb
with no injuries fractures and fracture
sequelae dislocations
2 | Resolved 1/NO 110022396 Inner ear and VIIIth | 10022398 | Inner ear signs 10047340 |Vertigo 10047340 | Vertigo
with no cranial nerve and symptoms
sequelae disorders
3| Unknown 41 NO 110002861 Anxiety disorders and | 10002869 | Anxiety 10002855 | Anxiety 10002855 | Anxiety
symptoms symptoms
4 | Resolved 1/NO 110021879 Infections - pathogen | 10046309 | Upper respiratory | 10009851 |Cold 10028810 Nasopharyngitis
with no unspecified tract infections
sequelae
5 | Resolved 1/NO 1|10044018 Dental and gingival | 10018776 | Gingival disorders | 10000787 | Acute 10018292 | Gingivitis
with no conditions NEC gingivitis
sequelae
6 | Resolved 1/NO 1|10027655 Miscellaneous and 10029111 |Neoplasms 10063121 | Erythroplasia | 10063121 | Erythroplasia
with no site unspecified unspecified
sequelae neoplasms malignant malignancy and
and unspecified site unspecified
NEC
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Obs | AEOUT | AEOUTN | AESER | AESERN |[HLGT _CD |HLGT_TXT HLT _CD |HLT_TXT LLT CD |LLT TXT |PREF_CD |PREF_TXT
7 | Resolved 1/NO 1|10027655 Miscellaneous and 10029111 |Neoplasms 10063121 |Erythroplasia | 10063121 | Erythroplasia
with no site unspecified unspecified
sequelae neoplasms malignant malignancy and
and unspecified site unspecified
NEC
8| Resolved 1/NO 1110018012 Gastrointestinal signs | 10028817 | Nausea and 10028813 | Nausea 10028813 | Nausea
with no and symptoms vomiting
sequelae symptoms
9| Resolved 1/NO 1110018012 Gastrointestinal signs | 10028817 | Nausea and 10028813 | Nausea 10028813 | Nausea
with no and symptoms vomiting
sequelae symptoms
10| Resolved 1/NO 110021879 Infections - pathogen | 10046309 | Upper respiratory | 10009851 |Cold 10028810 Nasopharyngitis
with no unspecified tract infections
sequelae
Obs | SOC SOC CD| AESTDT| AEENDT
1 | Injury, poisoning 10022117 | 06MAR2008 | 12MAY2008
and procedural
complications
2 | Ear and labyrinth 10013993 | 08FEB2008 | 14MAR2008
disorders
3| Psychiatric disorders { 10037175 | 14FEB2008
4| Infections and 10021881 | 14FEB2008| 22FEB2008
infestations
5 | Gastrointestinal 10017947 | 20FEB2008| 27FEB2008
disorders
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Obs|SOC SOC_CD| AESTDT| AEENDT

6 | Neoplasms benign, {10029104 | 19MAR2008 | 06JUN2008
malignant and

unspecified (incl
cysts and polyps)

7 | Neoplasms benign, 10029104 | 21MAR2008 | 10APR2008
malignant and

unspecified (incl
cysts and polyps)

8 | Gastrointestinal 10017947 14FEB2008| 29FEB2008
disorders

9 | Gastrointestinal 10017947 16FEB2008| 29FEB2008
disorders

10 | Infections and 10021881 18FEB2008 | 31MAR2008

infestations
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO |CMCAT CMOCCUR
1/ SM07-01 |CM 1001 1001|01 GLOBAL 13|41 PRIOR AND CONCOMITANT MEDICATION |Y
2/ SM07-01 |CM 1003 1003 |01 GLOBAL 13141 PRIOR AND CONCOMITANT MEDICATION |N
3/SM07-01 |CM 1004 1004 |01 GLOBAL 13141 PRIOR AND CONCOMITANT MEDICATION |Y
4/SM07-01 |CM 1004 1004 |01 GLOBAL 13|41 PRIOR AND CONCOMITANT MEDICATION |Y
5/SM07-01 |CM 1004 1004 |01 GLOBAL 13|41 PRIOR AND CONCOMITANT MEDICATION |Y
6/SM07-01 |CM 1004 1004 |01 GLOBAL 1341 PRIOR AND CONCOMITANT MEDICATION |Y
7/SM07-01 |CM 1004 1004 |01 GLOBAL 13141 PRIOR AND CONCOMITANT MEDICATION |Y
8|SM07-01 |CM 1005 1005|01 GLOBAL 13|41 PRIOR AND CONCOMITANT MEDICATION |Y
9|SM07-01 |CM 1005 1005|01 GLOBAL 13|41 PRIOR AND CONCOMITANT MEDICATION |Y
10 SM07-01 |CM 1005 1005 |01 GLOBAL 1341 PRIOR AND CONCOMITANT MEDICATION |Y
Obs| CMOCCURN | CMSPIDN |CMTRT CMSTDTC |[CMENDTC |[CMINDC CMDOSTXT
1 2 1| VINPOCETIN 200707 BRAIN INFARCT 5
2 1
3 2 1| PROPRANOLOL 20021014 TACHYCARDIA 20
4 2 2| LEVOTIROKSIN MATRIUM | 20020121 THYREOIDITIS-HASCHIMOTO | 100
5 2 3| BROMAZEPAM 20021014 TACHYCARIDA 3
6 2 4 | ATORVASTATIN 20080514 HYPERCHOLESTEROLEMIA 10
7 2 5| ACETIL SALICILICI 20080514 HYPERCHOLESTEROLEMIA 100
8 2 1| CARVEDIOL 20050929 HYPERTENSION 6.25
9 2 3| BROMAZEPAM 20050624 HYPERTENSION 3
10 2 4 |SIMVASTATIN 20080213 20080312 HYPERCHOLESTEROLEMIA 10
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Obs| CMDOSE | CMDOSU | CMDOSFRQ |CMROUTE |CMENRF | CMENRFN | CMDECOD PREFTERM
1 5.00 | MG BID PO AFTER 4 | VINPOCETINE VINPOCETINE
2
3 20.00 MG BID PO AFTER 4 |PROPRANOLOL PROPRANOLOL
4 100.00 | MCG oD PO AFTER 4 | LEVOTIROXINA LEVOTHYROXINE SODIUM
5 3.00 | MG TID PO AFTER 4 | BROMAZEPAM BROMAZEPAM
6 10.00 | MG oD PO AFTER 4| ATORVASTATIN ATORVASTATIN
7 100.00 MG oD PO AFTER 4| ACIDO ACETILSALICILICO |ACETYLSALICYLIC ACID
8 6.25| MG BID PO AFTER 4 | CARVEDIOL CARVEDILOL
9 3.00 MG BID PO AFTER 4 | BROMAZEPAM BROMAZEPAM
10 10.00 | MG oD PO DURING 2| SIMVASTATIN SIMVASTATIN
Obs | DRGRECNO |SEQNO1 |SEQNO2 |[CMATCCD |CMATC CMSTDT| CMENDT
1007419 01 001 NO06BX OTHER PSYCHOSTIMULANTS AND NOOTROPICS
2
3 /000300 01 001 CO7AA BETA BLOCKING AGENTS, NON-SELECTIVE 140CT2002
4{000680 02 054 HO3AA THYROID HORMONES 21JAN2002
5|004248 01 001 NO5BA BENZODIAZEPINE DERIVATIVES 140CT2002
6| 013261 01 001 C10AA HMG COA REDUCTASE INHIBITORS 14MAY2008
7 | 000027 01 448 NO2BA SALICYLIC ACID AND DERIVATIVES 14MAY2008
81009845 01 015 CO7AG ALPHA AND BETA BLOCKING AGENTS 29SEP2005
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Obs| DRGRECNO |SEQNO1 |SEQNO2 | CMATCCD |CMATC CMSTDT| CMENDT
9004248 01 001 NOSBA BENZODIAZEPINE DERIVATIVES 24JUN2005
10| 008481 01 001 C10AA HMG COA REDUCTASE INHIBITORS 13FEB2008 | 12MAR2008
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO | COCAT COAIRN
1/SM07-01 |CO 1001 1001|01 BASELINE VISIT 1|3 CO IN EXHALED AIR 25
2/ SM07-01 |CO 1001 1001 |01 VISIT WEEK 2 3|8 CO IN EXHALED AIR 26
3/SM07-01 |CO 1001 1001 |01 VISIT WEEK 6 4110 CO IN EXHALED AIR 30
4/SM07-01 |CO 1001 1001|01 VISIT WEEK 12 613 CO IN EXHALED AIR 34
5/SM 07-01 |CO 1001 1001|01 VISIT WEEK 18 717 CO IN EXHALED AIR 32
6/SM07-01 |CO 1001 1001 |01 VISIT WEEK 24 8119 CO IN EXHALED AIR 20
7/SM07-01 |CO 1002 1002 |01 BASELINE VISIT 1{3 CO IN EXHALED AIR 17
8|SM07-01 |CO 1002 1002 |01 VISIT WEEK 2 38 CO IN EXHALED AIR 20
9|SM 07-01 |CO 1002 1002 |01 VISIT WEEK 6 4110 CO IN EXHALED AIR 28
10/ SM 07-01 |CO 1002 1002 |01 VISIT WEEK 12 6|13 CO IN EXHALED AIR 18
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO | CPCAT CPSPIDN

1/SM07-01 |CP 1001 1001 |01 VISIT WEEK 1 2|7 COMPLIANCE
2/ SM07-01 |CP 1001 1001 |01 VISIT WEEK 1 2|7 COMPLIANCE 2
3/SM07-01 |CP 1001 1001 |01 VISIT WEEK 2 38 COMPLIANCE 1
4|/SM07-01 |CP 1001 1001 |01 VISIT WEEK 2 38 COMPLIANCE 2
5/SM07-01 |CP 1001 1001 |01 VISIT WEEK 6 4111 COMPLIANCE 1
6| SM 07-01 CP 1001 100101 VISIT WEEK 6 4111 COMPLIANCE 2
7| SM 07-01 CP 1001 100101 VISIT WEEK 9 5]12 COMPLIANCE 1
8/ SM07-01 |CP 1001 1001 |01 VISIT WEEK 9 5]12 COMPLIANCE 2
9/SM07-01 |CP 1001 1001 |01 VISIT WEEK 12 6|15 COMPLIANCE 1

10| SM 07-01 CP 1001 100101 VISIT WEEK 12 6|15 COMPLIANCE 2

Obs | CPTEST CPTESTCD |CPORRES |CPSTRESC | CPSTRESN | CPSPEC

1 | Has the subject tried the study products as instructed at least once every day | TRIED YES YES
2 | Has subject used any source of nicotine other than cigarettes or snus USEDOTHR |NO NO 2
3| Has the subject tried the study products as instructed at least once every day | TRIED YES YES 1
4 | Has subject used any source of nicotine other than cigarettes or snus USEDOTHR |NO NO 2
5| Has the subject tried the study products as instructed at least once every day | TRIED YES YES 1
6 | Has subject used any source of nicotine other than cigarettes or snus USEDOTHR |NO NO 2
7 | Has the subject tried the study products as instructed at least once every day | TRIED YES YES 1
8| Has subject used any source of nicotine other than cigarettes or snus USEDOTHR |NO NO 2
9 | Has the subject tried the study products as instructed at least once every day | TRIED YES YES 1

10 | Has subject used any source of nicotine other than cigarettes or snus USEDOTHR |NO NO 2
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM |PAGENO | BRTHDTC | AGE | AGEU |SEX SEXN| BRTHDT
1/SM07-01 |DM 1001 1001|01 BASELINE VISIT 112 19470412 61| YEARS | MALE 1| 12APR1947
2/SM07-01 |DM 1002 1002 |01 BASELINE VISIT 1|2 19490707 59| YEARS | MALE 1| 07JUL1949
3/SM07-01 |DM 1003 1003 |01 BASELINE VISIT 1|2 19730106 35| YEARS | FEMALE 2| 06JAN1973
4|/SM07-01 |DM 1004 1004 |01 BASELINE VISIT 112 19510409 57 | YEARS | FEMALE 2| 09APR1951
5/SM 07-01 |DM 1005 1005|01 BASELINE VISIT 112 19520714 56 | YEARS | FEMALE 2| 14JUL1952
6/SM07-01 |DM 1006 1006 | 01 BASELINE VISIT 1|2 19490709 59| YEARS |FEMALE 2| 09JUL1949
7/ SM07-01 |DM 1007 1007 |01 BASELINE VISIT 1|2 19521009 55| YEARS | MALE 1| 090CT1952
8|SM 07-01 DM 1008 1008 |01 BASELINE VISIT 112 19670217 41| YEARS | MALE 1| 17FEB1967
9|SM 07-01 |DM 1009 1009 |01 BASELINE VISIT 112 19570415 51| YEARS | FEMALE 2| 15APR1957
10 SM 07-01 |DM 1010 1010|01 BASELINE VISIT 1|2 19520727 56 | YEARS | MALE 1| 27JUL1952
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO | DSCAT DSSCAT DSSEQ | DSSTDTC
1/SM07-01 |DS 1001 1001|01 BASELINE 112 PROTOCOL |INFORMED 120080128
VISIT MILESTONE |CONSENT
2|SM07-01 |DS 1001 1001|01 BASELINE 112 PROTOCOL |RANDOMIZATION 2
VISIT MILESTONE
3/SM07-01 |DS 1001 1001 |01 GLOBAL 13139 PROTOCOL |FINAL STATUS 3
MILESTONE
4/SM07-01 |DS 1001 1001 |01 GLOBAL 13139 PROTOCOL |SIGNATURE, 4
MILESTONE |PRINCIPAL
INVESTIGATOR
5/SM07-01 |DS 1001 1001 |01 GLOBAL 13143 PROTOCOL |COMMENTS 5
MILESTONE
6|SM 07-01 |DS 1002 1002 |01 BASELINE 112 PROTOCOL |INFORMED 120080128
VISIT MILESTONE |CONSENT
7|SM07-01 |DS 1002 1002 |01 BASELINE 112 PROTOCOL |RANDOMIZATION 2
VISIT MILESTONE
8|SM 07-01 |DS 1002 1002 |01 GLOBAL 13|39 PROTOCOL |FINAL STATUS 3
MILESTONE
9|SM 07-01 |DS 1002 1002 |01 GLOBAL 13|39 PROTOCOL |SIGNATURE, 4
MILESTONE |PRINCIPAL
INVESTIGATOR
10/ SM 07-01 |DS 1002 1002 |01 GLOBAL 13143 PROTOCOL |COMMENTS 5
MILESTONE
Obs | DSRANDTC DSBBDTC |[DSDTC |DSOCCUR | DSOCCURN DSDECOD DSDECODN | DSTERM DSTXU | DSTXUN | DSVAL
1
2 (20080128
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Obs| DSRANDTC |DSBBDTC |DSDTC |DSOCCUR | DSOCCURN | DSDECOD DSDECODN | DSTERM DSTXU | DSTXUN | DSVAL
3 20081223 |N 2 | Failure to achieve 1 NO 2
""smoking
reduction” at 24
weeks
4 20081223 | Y 1| Pl SIGNATURE .| SIGNATURE,PRINCIPAL
SIGNED INVESTIGATOR
5
6
7120080128
8 20090113 | Y 1 . NO 2
9 20090113 | Y 1| Pl SIGNATURE .| SIGNATURE,PRINCIPAL
SIGNED INVESTIGATOR
10
Obs| DSNAMCHK | DSNAME DSPGNUM | DSSTAT DSSTATN |[SPECIFY | CHECKBOX | DSSTDT | DSRANDT | DSBBDT DSDT
1 28JAN2008
2 28JAN2008
3 .| 23DEC2008
4| YES SNEZOERNA . . . . .| 23DEC2008
PANTIC
AKSENTIJEVIC
5 .INOT 98 X
APPLICABLE
6 ) ) 28JAN2008
28JAN2008
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Obs | DSNAMCHK | DSNAME DSPGNUM |DSSTAT DSSTATN | SPECIFY | CHECKBOX | DSSTDT | DSRANDT  DSBBDT DSDT
8 . . : : .| 13JAN2009
9| YES SNEZANA : : : : .| 13JAN2009
PANTIC
AKSENTIEVIC
10 .INOT 98 X
APPLICABLE
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO | EFCAT EFSPIDN
1/SM07-01 |EF 1001 1001|01 VISIT WEEK 12 615 EFFICACY ASSESSMENTS 1
2/SM07-01 |EF 1001 1001 |01 VISIT WEEK 12 6|15 EFFICACY ASSESSMENTS 2
3/SM07-01 |EF 1001 1001 |01 VISIT WEEK 12 6|15 EFFICACY ASSESSMENTS 3
4/SM07-01 |EF 1001 1001|01 VISIT WEEK 24 822 EFFICACY ASSESSMENTS 1
5|SM 07-01 |EF 1001 1001|01 VISIT WEEK 24 822 EFFICACY ASSESSMENTS 2
6|/SM07-01 |EF 1001 1001 |01 VISIT WEEK 24 8|22 EFFICACY ASSESSMENTS 3
7/SM07-01 |EF 1001 1001 |01 VISIT WEEK 24 8|22 EFFICACY ASSESSMENTS 4
8|SM 07-01 |EF 1002 1002 |01 VISIT WEEK 12 615 EFFICACY ASSESSMENTS 1
9|SM 07-01 |EF 1002 1002 |01 VISIT WEEK 12 615 EFFICACY ASSESSMENTS 2
10/ SM 07-01 |EF 1002 1002 |01 VISIT WEEK 12 6|15 EFFICACY ASSESSMENTS 3
Obs|EFTEST EFTESTCD |[EFORRES |[EFSTRESC | EFSTRESN
1| HAS THE SUBJECT REDUCED SMOKING REDSMOKE |NO NO 2
2| HAS THE SUBJECT BEEN ABLE TO STOP SMOKING COMPLETELY, 1 WEEK PERIOD |STOP1 NO NO 2
3 | HAS THE SUBJECT BEEN ABLE TO STOP SMOKING COMPLETELY, 4 WEEK PERIOD |STOP4 NO NO 2
4| HAS THE SUBJECT REDUCED SMOKING REDSMOKE |NO NO 2
5|HAS THE SUBJECT FULFILLED THE ABOVE CRITERIA CRITERIA NO NO 2
6| HAS THE SUBJECT BEEN ABLE TO STOP SMOKING COMPLETELY, 1 WEEK PERIOD |STOP1 NO NO 2
7 | HAS THE SUBJECT BEEN ABLE TO STOP SMOKING COMPLETELY, 4 WEEK PERIOD |STOP4 NO NO 2
8 | HAS THE SUBJECT REDUCED SMOKING REDSMOKE |NO NO 2
9| HAS THE SUBJECT BEEN ABLE TO STOP SMOKING COMPLETELY, 1 WEEK PERIOD |STOP1 NO NO 2
10 | HAS THE SUBJECT BEEN ABLE TO STOP SMOKING COMPLETELY, 4 WEEK PERIOD |STOP4 NO NO 2
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM  PAGENO |FTCAT FTSPIDN
1/SM07-01 |FT 1001 1001|01 BASELINE 115 FAGERSTROM 1
VISIT TEST
2|/SM07-01 |FT 1001 1001|01 BASELINE 115 FAGERSTROM 2
VISIT TEST
3| SM 07-01 FT 1001 100101 BASELINE 1(5 FAGERSTROM 3
VISIT TEST
4 |SM 07-01 FT 1001 100101 BASELINE 1(5 FAGERSTROM 4
VISIT TEST
5|SM 07-01 FT 1001 100101 BASELINE 1(5 FAGERSTROM 5
VISIT TEST
6| SM 07-01 FT 1001 100101 BASELINE 1(5 FAGERSTROM 6
VISIT TEST
7|/SM07-01 |FT 1001 1001|01 BASELINE 115 FAGERSTROM 7
VISIT TEST
8/SM07-01 |FT 1001 1001|01 BASELINE 115 FAGERSTROM 8
VISIT TEST
9|/SM07-01 |FT 1001 1001|01 VISIT WEEK 24 8|23 FAGERSTROM 1
TEST
10| SM 07-01 FT 1001 1001 |01 VISIT WEEK 24 8|23 FAGERSTROM 2
TEST
Obs|FTTEST FTTESTCD |[FTORRES FTSTRESC FTSTRESN
1 | How soon after you wake up do you smoke your first cigarette? HOWSOON | Within 5 Minutes Within 5 Minutes 3
2 | Do you find it difficult to refrain from smoking in places where it is forbidden? REFRAIN Yes Yes 1
3| Which cigarette would you hate most to give up? WHICH The First In The The First In The 1
Morning Morning
4 | How many cigarettes per day do you smoke? HOWMANY |31 Or More 31 Or More 3
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Obs |FTTEST FTTESTCD |FTORRES FTSTRESC FTSTRESN
5| Do you smoke more frequently during the first hours after awakening than during the rest of FRSTREST | Yes Yes 1
the day?
6 | Do you smoke even if you are so ill that you are in bed most of the day? IFILL Yes Yes 1
7 | Total Score( Sum of scores for individual questions) : TOTAL 10 10 10
8| Has participant stopped smoking during past week? STPSMKNG
9 | How soon after you wake up do you smoke your first cigarette? HOWSOON | 31-60 Minutes 31-60 Minutes 1
10| Do you find it difficult to refrain from smoking in places where it is forbidden? REFRAIN No No 0

Confidential




01:26 Wednesday, March 05, 2014 17

Swedish Match
Protocol: SM 07-01
SAS extract validation printouts

09JUNZ2010

Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO |SUBJINIT |VISDTC VISDT
1/SM07-01 |HD 1001 1001|01 BASELINE VISIT 11 D-P 20080128 | 28JANZ2008
2/SM07-01 |HD 1001 1001 |01 VISIT WEEK 1 2|7 D-P 20080205 | 0S5FEB2008
3/SM07-01 |HD 1001 1001 |01 VISIT WEEK 2 3|8 D-P 20080218 | 18FEB2008
4|/SM07-01 |HD 1001 1001|01 VISIT WEEK 6 4110 D-P 20080311 | 11MAR2008
5/SM 07-01 |HD 1001 1001|01 VISIT WEEK 9 5/12 D-P 20080328 | 28MAR2008
6/SM07-01 |HD 1001 1001 |01 VISIT WEEK 12 6|13 D-P 20080421 | 21APR2008
7/ SM07-01 |HD 1001 1001 |01 VISIT WEEK 18 7117 D-P 20080526 | 26MAY2008
8|SM07-01 |HD 1001 1001|01 VISIT WEEK 24 819 D-P 20080711 | 11JUL2008
9|SM 07-01 |HD 1001 1001|01 GLOBAL 1340 D-P 20080902 | 02SEP2008
10/SM 07-01 |HD 1002 1002 |01 BASELINE VISIT 1)1 S-H 20080128 | 28JAN2008
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO | REPEATSN | IECAT IESPIDN
1/SM07-01 |IE 1001 1001|01 BASELINE 11 1| EXCLUSION 1
VISIT CRITERIA
2|/SM07-01 |IE 1001 1001|01 BASELINE 11 2| EXCLUSION 2
VISIT CRITERIA
3| SM 07-01 IE 1001 100101 BASELINE 11 3 |EXCLUSION 3
VISIT CRITERIA
4 |SM 07-01 IE 1001 100101 BASELINE 11 4 | EXCLUSION 4
VISIT CRITERIA
5|SM 07-01 IE 1001 100101 BASELINE 11 5| EXCLUSION 5
VISIT CRITERIA
6| SM 07-01 IE 1001 100101 BASELINE 11 6 | EXCLUSION 6
VISIT CRITERIA
7/SM07-01 |IE 1001 1001|01 BASELINE 1)1 7| EXCLUSION 7
VISIT CRITERIA
8|/SM07-01 |IE 1001 1001|01 BASELINE 1)1 8| EXCLUSION 8
VISIT CRITERIA
9/SM07-01 |IE 1001 1001|01 BASELINE 1)1 1| INCLUSION 1
VISIT CRITERIA
10| SM 07-01 IE 1001 1001 |01 BASELINE 11 2 | INCLUSION 2
VISIT CRITERIA
Obs | IETEST IETESTCD | IEORRES | IESTRESN | IESTRESC
1 | Does the subject have uncontrolled hypertension( systolic> 140 mmHg,diastolic> 90 mmHg)? HYPERT NO 2|NO
2 | Does the subject have a history of coronary heart disease or other significant heart condition? HEARTDIS |NO 2|NO
3| Does the subject have a history of another significant medical condition which may interfere with study procedures? MEDICAL |NO 2|NO
4 | Is the subject a pregnant or nursing mother? PREGNANT |NO 2|NO
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Obs | IETEST IETESTCD | IEORRES | IESTRESN [IESTRESC
5| Does the subject currently abuse alcohol or drugs? DRUGS NO 2|NO
6 | Does the subject currently have active oral disease that may interfere with use of snus? ORAL NO 2|NO
7 | Does the subject have significant psychiatric or psychosocial problems that may interfere with study procedures? PSYCPROB |NO 2|NO
8 | Has the subject used any type of pharmaceutical or other products for smoking reduction or cessation within the past 3 |OTHERPRD |NO 2|NO
months?
9| Is the subject able to understand the requirements of the study and provide written informed consent to participate? CONSENT | YES 1/ YES
10 | Is the subject male or female between the ages of 20 and 65 years,inclusive? AGE YES 1/ YES
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO | LBCAT LBSCAT
1/SM07-01 |LB 1001 1001|01 BASELINE VISIT 1|4 LABORATORY | CHEMISTRY
2/SM07-01 |LB 1001 1001 |01 BASELINE VISIT 114 LABORATORY | CHEMISTRY
3/SM07-01 |LB 1001 1001 |01 BASELINE VISIT 114 LABORATORY | CHEMISTRY
4|/SM07-01 |LB 1001 1001|01 BASELINE VISIT 1|4 LABORATORY | CHEMISTRY
5/SM07-01 |LB 1001 1001|01 BASELINE VISIT 1|4 LABORATORY | CHEMISTRY
6/SM07-01 |LB 1001 1001 |01 BASELINE VISIT 114 LABORATORY | CHEMISTRY
7/SM07-01 |LB 1001 1001 |01 BASELINE VISIT 114 LABORATORY | HEMATOLOGY
8|SM07-01 |LB 1001 1001|01 VISIT WEEK 12 614 LABORATORY | CHEMISTRY
9|SM07-01 |LB 1001 1001|01 VISIT WEEK 12 614 LABORATORY | CHEMISTRY
10/ SM 07-01 |LB 1001 1001 |01 VISIT WEEK 12 6|14 LABORATORY |CHEMISTRY
Obs| LBSPIDN LBTEST LBTESTCD |LBORRES | LBORRESU |LBSTRESU |LBSTRESC | LBSTRESN
1 1|S-CRP S-CRP 3.8 MG/L MG/L 3.8 3.80
2 2| TOTAL S-CHOLESTEROL |S-CHOL 5.78 MMOL/L MMOL/L 5.78 5.78
3 3|S-HDL S-HDL 151 MMOL/L MMOL/L 151 151
4 4|S-LDL S-LDL 3.54 MMOL/L MMOL/L 3.54 3.54
5 5| S-FIBRINOGEN S-FIBRIN 5.39 G/L G/L 5.39 5.39
6 6| S-COTININE S-COTIN 239.29 NG/ML NG/ML 239.29 239.29
7 1| TOTAL S-WBC S-WBC 8.9 1079/L 1079/L 8.9 8.90
8 1|S-CRP S-CRP 3.4 MG/L MG/L 3.4 3.40
9 2| TOTAL S-CHOLESTEROL |S-CHOL 5.72 MMOL/L MMOL/L 5.72 5.72
10 3|S-HDL S-HDL 1.60 MMOL/L MMOL/L 1.6 1.60
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO
1/SM07-01 |LF 1001 1001|01 BASELINE VISIT 1|3
2/SM07-01 |LF 1001 1001 |01 BASELINE VISIT 1{3
3/SM07-01 |LF 1001 1001 |01 BASELINE VISIT 1{3
4/SM07-01 |LF 1001 1001|01 VISIT WEEK 12 613
5|SM 07-01 |LF 1001 1001|01 VISIT WEEK 12 613
6|/SM07-01 |LF 1001 1001 |01 VISIT WEEK 12 6|13
7/SM07-01 |LF 1001 1001 |01 VISIT WEEK 24 819
8|SM07-01 |LF 1001 1001|01 VISIT WEEK 24 819
9|SM 07-01 |LF 1001 1001|01 VISIT WEEK 24 819
10/ SM 07-01 |LF 1002 1002 |01 BASELINE VISIT 1{3

Obs |LFCAT LFSPIDN LFTEST |LFTESTCD LFORRES LFSTRESC | LFSTRESN
1| LUNG FUNCTION TESTS 1|FVC (litres) |FVCLITRE |4.68 4.68 4.68
2| LUNG FUNCTION TESTS 2 |FEV1 (litres) | FEVLITRE 2.88 2.88 2.88
3| LUNG FUNCTION TESTS 3| FEV percent | FEVPERC 81 81 81.00
4| LUNG FUNCTION TESTS 1|FVC (litres) |FVCLITRE |4.47 4.47 4.47
5| LUNG FUNCTION TESTS 2 |FEV1 (litres) | FEVLITRE 3.24 3.24 3.24
6| LUNG FUNCTION TESTS 3 |FEV percent |FEVPERC 95 95 95.00
7 | LUNG FUNCTION TESTS 1|FVC (litres) |FVCLITRE |4.16 4.16 4.16
8 | LUNG FUNCTION TESTS 2| FEV1 (litres) | FEVLITRE 3.11 3.11 3.11
9| LUNG FUNCTION TESTS 3 |FEV percent |FEVPERC 98 98 98.00
10 | LUNG FUNCTION TESTS 1|FVC (litres) |FVCLITRE |3.02 3.02 3.02
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM |[PAGENO | LGCAT LGSPIDN
1/SM07-01 |LG 1001 1001|01 VISIT WEEK 2 38 LOG LABELS
2/ SM07-01 |LG 1001 1001 |01 VISIT WEEK 2 3|8 LOG LABELS 2
3/SM07-01 |LG 1001 1001 |01 VISIT WEEK 6 4111 LOG LABELS 1
4|/SM07-01 |LG 1001 1001|01 VISIT WEEK 6 4111 LOG LABELS 2
5/SM 07-01 |LG 1001 1001|01 VISIT WEEK 12 616 LOG LABELS 1
6/SM07-01 |LG 1001 1001 |01 VISIT WEEK 12 6|16 LOG LABELS 2
7/SM07-01 |LG 1001 1001 |01 VISIT WEEK 18 718 LOG LABELS 1
8|SM07-01 |LG 1001 1001|01 VISIT WEEK 18 7118 LOG LABELS 2
9|SM 07-01 |LG 1001 1001|01 VISIT WEEK 24 8|24 LOG LABELS 1

10 SM 07-01 |LG 1001 1001 |01 VISIT WEEK 24 8|24 LOG LABELS 2

Obs|LGTEST LGTESTCD | LGORRES | LGSTRESC | LGSTRESN
1| HAVE ADDITIONAL LOGS BEEN ADMINISTERED TO THE SUBJECT? |ADDITION YES YES 1
2| HOW MANY LOGS WERE ADMINISTERED TO THE SUBJECT? HOWMANY |4 4 4
3 | HAVE ADDITIONAL LOGS BEEN ADMINISTERED TO THE SUBJECT? |ADDITION NO NO 2
4| HOW MANY LOGS WERE ADMINISTERED TO THE SUBJECT? HOWMANY |0 0 0
5| HAVE ADDITIONAL LOGS BEEN ADMINISTERED TO THE SUBJECT? |ADDITION YES YES 1
6| HOW MANY LOGS WERE ADMINISTERED TO THE SUBJECT? HOWMANY |2 2 2
7 | HAVE ADDITIONAL LOGS BEEN ADMINISTERED TO THE SUBJECT? |ADDITION NO NO 2
8 | HOW MANY LOGS WERE ADMINISTERED TO THE SUBJECT? HOWMANY |0 0 0
9| HAVE ADDITIONAL LOGS BEEN ADMINISTERED TO THE SUBJECT? |ADDITION YES YES 1

10 | HOW MANY LOGS WERE ADMINISTERED TO THE SUBJECT? HOWMANY |1 1 1
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO |LLCAT LLSCAT
1/ SM07-01 |LL 1001 1001|01 BASELINE VISIT 1|6 LOG LABELS | STARTER KIT LOG LABEL
2/SM07-01 |LL 1001 1001 |01 VISIT WEEK 2 3|9 LOG LABELS | WEEKLY LOG LABELS
3/SM07-01 |LL 1001 1001 |01 VISIT WEEK 2 3|9 LOG LABELS | WEEKLY LOG LABELS
4/SM07-01 |LL 1001 1001|01 VISIT WEEK 2 39 LOG LABELS | WEEKLY LOG LABELS
5/SM07-01 |LL 1001 1001|01 VISIT WEEK 2 39 LOG LABELS | WEEKLY LOG LABELS
6/SM07-01 |LL 1001 1001 |01 VISIT WEEK 12 6|16 LOG LABELS | WEEKLY LOG LABELS
7/SM07-01 |LL 1001 1001 |01 VISIT WEEK 12 6|16 LOG LABELS | WEEKLY LOG LABELS
8|SM07-01 |LL 1001 1001|01 VISIT WEEK 24 824 LOG LABELS | WEEKLY LOG LABELS
9|SM07-01 |LL 1001 1001|01 GLOBAL 1340 LOG LABELS | WEEKLY LOG LABELS
10/ SM 07-01 |LL 1002 1002 |01 BASELINE VISIT 1|6 LOG LABELS |STARTER KIT LOG LABEL
Obs| LLSPIDN | LLLOGLBL |LLTYPE LLINIT |[LLSUBJID LLOCCUR | LLOCCURN LLDECODE
1 1|1001 Y 1/ LOG LABEL PRESENT
2 1|5.0222 D-P 1001 Y 1/ LOG LABEL(S) PRESENT
3 215.0233 D-P 1001 Y 1|LOG LABEL(S) PRESENT
4 315.0230 D-P 1001 Y 1|LOG LABEL(S) PRESENT
5 415.0239 D-P 1001 Y 1/ LOG LABEL(S) PRESENT
6 1|5,0220 D-P 1001 Y 1/LOG LABEL(S) PRESENT
7 25,0225 D-P 1001 Y 1|LOG LABEL(S) PRESENT
8 1{50004 D-P 1001 Y 1|LOG LABEL(S) PRESENT
9 1|5,0217 D-P 1001 Y 1/LOG LABEL(S) PRESENT
10 1|1002 Y 1/ LOG LABEL PRESENT
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Obs | STUDYID | DOMAIN | SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO | MHCAT | MHSPIDN | MHTEST MHORRES
1/SM07-01 |MH 1001 1001 |01 BASELINE 1|3 MEDICAL 1| The subject has had | YES:BRAIN
VISIT HISTORY a previous medical | INFARCT (2002
condition? YEAR)
2| SM 07-01 MH 1001 100101 BASELINE 13 MEDICAL 2 | The subject has a YES:LACK OF
VISIT HISTORY current significant | CIRCULATION IN
medical condition... | BRAINS [BRAIN
INFARCT]
3| SM 07-01 MH 1001 100101 BASELINE 13 MEDICAL 3| The subject is YES
VISIT HISTORY currently taking
prescription drugs
on a regular basis?
4(SM07-01 |MH 1002 1002 |01 BASELINE 1|3 MEDICAL 1| The subject has had | NO
VISIT HISTORY a previous medical
condition?
5/SM07-01 |MH 1002 1002 |01 BASELINE 13 MEDICAL 2| The subject has a NO
VISIT HISTORY current significant
medical condition...
6| SM 07-01 MH 1002 1002 |01 BASELINE 13 MEDICAL 3| The subject is NO
VISIT HISTORY currently taking
prescription drugs
on a regular basis?
7| SM 07-01 MH 1003 1003 |01 BASELINE 13 MEDICAL 1| The subject has had | NO
VISIT HISTORY a previous medical
condition?
8/ SM07-01 |MH 1003 1003 |01 BASELINE 13 MEDICAL 2| The subject has a NO
VISIT HISTORY current significant
medical condition...
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Obs | STUDYID | DOMAIN | SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO | MHCAT | MHSPIDN | MHTEST MHORRES
9/ SM07-01 |MH 1003 1003 |01 BASELINE 1|3 MEDICAL 3| The subject is NO
VISIT HISTORY currently taking
prescription drugs
on a regular basis?
10| SM 07-01 MH 1004 1004 |01 BASELINE 13 MEDICAL 1| The subject has had | YES:HASHIMOTO'S
VISIT HISTORY a previous medical | THYROIDITIS
condition?
Obs| MHSTRESC MHSTRESN |HLGT_CD HLGT_TXT |HLT_CD |HLT_TXT LLT CD |LLT_TXT PREF_CD | MHDECOD |SOC
1| YES:BRAIN 1/10007963 Central 10007948 | Central nervous 10008117 | Cerebral 10008118 | Cerebral Nervous
INFARCT (2002 nervous system infarct infarction system
YEAR) system haemorrhages and disorders
vascular cerebrovascular
disorders accidents
2| YES:LACK OF 1/10007963 Central 10007948 | Central nervous 10008117 | Cerebral 10008118 | Cerebral Nervous
CIRCULATION IN nervous system infarct infarction system
BRAINS [BRAIN system haemorrhages and disorders
INFARCT] vascular cerebrovascular
disorders accidents
3| YES 1
4| NO 2
5|/ NO 2
6| NO 2
7| NO 2
8| NO 2
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Obs

MHSTRESC

MHSTRESN

HLGT_CD

HLGT_TXT

HLT_CD

HLT_TXT

LLT CD

LLT_TXT

PREF_CD

MHDECOD

SOC

9

NO

2

10

YES:HASHIMOTO'S
THYROIDITIS

1

10043739

Thyroid gland
disorders

10043779

Acute and chronic

thyroiditis

10019167

Hashimoto's
thyroiditis

10049046

Autoimmune
thyroiditis

Endocrine
disorders

Obs

SOoC_CD

LLT_VER

10029205

9.0

10029205

9.0

©O© | 00| N O | OB |Ww N |-

[ERN
o

10014698

9.0
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO |SHCAT SHSPIDN
1/SM07-01 |SH 1001 1001 |01 BASELINE VISIT 12 SMOKING HISTORY 1
2 SM07-01 |SH 1001 1001 |01 BASELINE VISIT 12 SMOKING HISTORY 2
3/SM07-01 |SH 1001 1001 |01 BASELINE VISIT 12 SMOKING HISTORY 3
4|/SM07-01 |SH 1001 1001 |01 BASELINE VISIT 12 SMOKING HISTORY 4
5/SM07-01 |SH 1001 1001 |01 BASELINE VISIT 12 SMOKING HISTORY 5
6| SM 07-01 SH 1001 100101 BASELINE VISIT 12 SMOKING HISTORY 6
7| SM 07-01 SH 1001 100101 BASELINE VISIT 12 SMOKING HISTORY 7
8/ SM07-01 |SH 1002 1002 |01 BASELINE VISIT 12 SMOKING HISTORY 1
9/ SM07-01 |SH 1002 1002 |01 BASELINE VISIT 12 SMOKING HISTORY 2
10| SM 07-01 SH 1002 1002 |01 BASELINE VISIT 12 SMOKING HISTORY 3
Obs| SHTEST SHTESTCD |SHORRES SHSTRESC SHSTRESN
1 | Age of initiation of daily smoking AGE 18 18 18
2 | Average number of cigarettes smoked per day during the past year | AVERAGE 50 50 50
3| Total number of quit attempts QUITATT 1 1 1
4| Intention to participate INTENTIO Want to quit smoking | Want to quit smoking 1
5| Has the subject previously used NRT? PREVNRT N N 2
6 | Has the subject previously used other pharmaceutical aids? PREVPHAR [N N 2
7 | Has the subject previously used other smoking cessation aids? PREVCESS [N N 2
8 | Age of initiation of daily smoking AGE 13 13 13
9 | Average number of cigarettes smoked per day during the past year | AVERAGE 30 30 30
10 | Total number of quit attempts QUITATT 0 0 0
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO | SUBSETSN
1/SM07-01 |SS 1001 1001|01 BASELINE VISIT 1|6 1
2|/SM07-01 |SS 1001 1001 |01 VISIT WEEK 6 4110 2
3/SM07-01 |SS 1001 1001 |01 VISIT WEEK 6 4110 2
4|/SM07-01 |SS 1001 1001|01 VISIT WEEK 6 4110 2
5|SM 07-01 |SS 1001 1001|01 VISIT WEEK 6 4110 2
6/SM07-01 |SS 1001 1001 |01 VISIT WEEK 6 4110 2
7/SM07-01 |SS 1001 1001 |01 VISIT WEEK 6 4110 2
8|SM 07-01 |SS 1001 1001|01 VISIT WEEK 6 4110 2
9|SM 07-01 | SS 1001 1001|01 VISIT WEEK 6 4110 2

10/ SM 07-01 |SS 1001 1001 |01 VISIT WEEK 6 4110 2

Obs| REPEATSN |SSCAT SSSCAT SSSPIDN | SSTEST SSTESTCD | SSORRES |SSSTRESC
1 1| SELF REPORTED SMOKING STATUS |CIGARETTES 0|/WEEKO WEEK 0 50 50
2 1| SELF REPORTED SMOKING STATUS |CIGARETTES 1|WEEK 1 WEEK 1 30 30
3 1| SELF REPORTED SMOKING STATUS |SNUS PACKETS 1|WEEK 1: LARGE(1G) |WEEKI1LG |4 4
4 1| SELF REPORTED SMOKING STATUS |SNUS PACKETS 1|WEEK 1: SMALL(0.5G) | WEEK1SM |0 0
5 1| SELF REPORTED SMOKING STATUS |CIGARETTES 2 | WEEK 2 WEEK 2 38 38
6 2| SELF REPORTED SMOKING STATUS | SNUS PACKETS 2| WEEK 2: LARGE(1G) |WEEK2LG |8 8
7 2| SELF REPORTED SMOKING STATUS |SNUS PACKETS 2| WEEK 2: SMALL(0.5G) | WEEK2SM |0 0
8 1| SELF REPORTED SMOKING STATUS |CIGARETTES 3|WEEK 3 WEEK 3 38 38
9 3| SELF REPORTED SMOKING STATUS | SNUS PACKETS 3|WEEK 3: LARGE(1G) |WEEK3LG |8 8

10 3| SELF REPORTED SMOKING STATUS | SNUS PACKETS 3| WEEK 3: SMALL(0.5G) | WEEK3SM |0 0
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM  PAGENO | TCCAT
1/SM07-01 |TC 1001 1001 |01 VISIT WEEK 1 2|7 TELEPHONE CONTACT
2/ SM07-01 |TC 1001 1001 |01 VISIT WEEK 1 2|7 TELEPHONE CONTACT
3/SM07-01 |TC 1002 1002 |01 VISIT WEEK 1 2|7 TELEPHONE CONTACT
4/SM07-01 |TC 1002 1002 |01 VISIT WEEK 1 2|7 TELEPHONE CONTACT
5/SM07-01 |TC 1003 1003 |01 VISIT WEEK 1 2|7 TELEPHONE CONTACT
6/SM07-01 |TC 1003 1003 |01 VISIT WEEK 1 2|7 TELEPHONE CONTACT
7 SM07-01 |TC 1004 1004 |01 VISIT WEEK 1 2|7 TELEPHONE CONTACT
8/ SM07-01 |TC 1004 1004 |01 VISIT WEEK 1 2|7 TELEPHONE CONTACT
9/SM07-01 |TC 1005 100501 VISIT WEEK 1 2|7 TELEPHONE CONTACT
10|SM07-01 |TC 1005 100501 VISIT WEEK 1 2|7 TELEPHONE CONTACT
Obs| TCSPIDN | TCTEST TCTESTCD |[TCORRES |TCSTRESC | TCSTRESN
1 1| Flavour of snus packets preferred by the subject | FLAVOUR EUCALYPTUS |EUCALYPTUS 1.0
2 2 | Size of snus packets preferred by the subject SIZE 1G (LARGE) 1G (LARGE) 1.0
3 1| Flavour of snus packets preferred by the subject | FLAVOUR LIQUORICE LIQUORICE 2.0
4 2| Size of snus packets preferred by the subject SIZE 1G (LARGE) |1G (LARGE) 1.0
5 1| Flavour of snus packets preferred by the subject | FLAVOUR EUCALYPTUS |EUCALYPTUS 1.0
6 2 | Size of snus packets preferred by the subject SIZE 1G (LARGE) 1G (LARGE) 1.0
7 1| Flavour of snus packets preferred by the subject | FLAVOUR EUCALYPTUS | EUCALYPTUS 1.0
8 2 | Size of snus packets preferred by the subject SIZE 0.5G (SMALL) |0.5G (SMALL) 0.5
9 1| Flavour of snus packets preferred by the subject | FLAVOUR EUCALYPTUS |EUCALYPTUS 1.0
10 2 | Size of snus packets preferred by the subject SIZE 0.5G (SMALL) |0.5G (SMALL) 0.5
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Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO | UVCAT UVVIS UVCOM

1/SM07-01 |UV 1001 1001|01 GLOBAL 13|40 UNSCHEDULED 31.00 | ADDITIONAL LOG DISPENSING. 1
VISIT LOG FROM BIN 4 WAS DISPENSED

2|SM07-01 UV 1002 1002 |01 GLOBAL 13|40 UNSCHEDULED 42.00 | ASK FOR SNUS
VISIT

3/SM07-01 |UV 1005 1005 |01 GLOBAL 1340 UNSCHEDULED 42.00 | ADDITIONAL LOGS
VISIT

4/SM07-01 |UV 1027 102701 GLOBAL 1340 UNSCHEDULED 19.00 | ADDITIONAL LOGS DISPENSING
VISIT

5/SM07-01 |UV 1033 1033 |01 GLOBAL 1340 UNSCHEDULED 19.00 | ADDITIONAL LOGS
VISIT

6/SM07-01 |UV 1037 103701 GLOBAL 1340 UNSCHEDULED 19.20| ADDITIONAL LOGS
VISIT

7|SM07-01 UV 1038 1038 |01 GLOBAL 13|40 UNSCHEDULED 42.00 ADDITIONAL LOGS
VISIT

8|SM 07-01 UV 1205 1205/ 01 GLOBAL 13|40 UNSCHEDULED 42.00 ADDITIONAL LOGS
VISIT

9|SM 07-01 |UV 1210 1210|01 GLOBAL 13|40 UNSCHEDULED 42.00 | ASKED FOR SNUS
VISIT

10/ SM 07-01 |UV 1214 1214101 GLOBAL 1340 UNSCHEDULED 8.00| TAKING OF ADDITIONAL LOGS
VISIT

Confidential



01:26 Wednesday, March 05, 2014 32

Swedish Match
Protocol: SM 07-01
SAS extract validation printouts

09JUNZ2010
Obs|STUDYID | DOMAIN |SUBJID | SUBJIDN |SITEID | VISIT VISITNUM | PAGENO |VSCAT VSPOS
1/SM07-01 |VS 1001 1001|01 BASELINE VISIT 1|3 VITAL SIGNS | STANDING
2/SM07-01 |VS 1001 1001 |01 BASELINE VISIT 1{3 VITAL SIGNS | STANDING
3/SM07-01 |VS 1001 1001 |01 BASELINE VISIT 1{3 VITAL SIGNS | SUPINE
4|/SM07-01 |VS 1001 1001|01 BASELINE VISIT 1|3 VITAL SIGNS | SUPINE
5|SM 07-01 |VS 1001 1001|01 VISIT WEEK 6 4110 VITAL SIGNS | STANDING
6/SM07-01 |VS 1001 1001 |01 VISIT WEEK 6 4110 VITAL SIGNS | STANDING
7/SM07-01 |VS 1001 1001 |01 VISIT WEEK 6 4110 VITAL SIGNS | SUPINE
8|SM 07-01 |VS 1001 1001|01 VISIT WEEK 6 4110 VITAL SIGNS | SUPINE
9|SM 07-01 |VS 1001 1001|01 VISIT WEEK 12 613 VITAL SIGNS | STANDING
10/ SM 07-01 |VS 1001 1001 |01 VISIT WEEK 12 6|13 VITAL SIGNS | STANDING
Obs | VSSEQ | VSTEST VSTESTCD | VSORRES | VSORRESU | VSSTRESN | VSSTRESU | VSSTRESC
1 3| WEIGHT WEIGHT 89 KGS 89 | KGS 89
2 4 |HEIGHT HEIGHT 173 CM 173 |CM 173
3 1|SYSTOLIC BLOOD PRESSURE |SYSBP 130 MMHG 130 | MMHG 130
4 2| DIASTOLIC BLOOD PRESSURE | DIABP 95 MMHG 95| MMHG 95
5 3| WEIGHT WEIGHT 87 KGS 87 | KGS 87
6 4 |HEIGHT HEIGHT CM .|CM
7 1|SYSTOLIC BLOOD PRESSURE |SYSBP NCS:131 MMHG 131| MMHG NCS:131
8 2| DIASTOLIC BLOOD PRESSURE | DIABP NCS:91 MMHG 91| MMHG NCS:91
9 3| WEIGHT WEIGHT 88 KGS 88 | KGS 88
10 4 |HEIGHT HEIGHT CM .|CM

Confidential



01:26 Wednesday, March 05, 2014 33

Swedish Match
Protocol: SM 07-01
SAS extract validation printouts

09JUNZ2010

Confidential



